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p; ' "WASHINGTON, D.C. 20460
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NV 3 1989,
OFFICE OF
PESTICIDES AND TOXIiC SUBSTANCES
MEMORANDUM

SUBJECT: Dietary‘Exposure'Analysis for the use of Iprodione on
- Strawberries, PP#7F3510

FROM: Richard Grlffln';;;;?r’
Dietary Risk Evaluatibn System (DRES) Staff

HED/SACB (H7509C)
ri
TO: Jim Stone, PM 21
Herbicide - Fungicide Branch.
Registration Division (H7505C)

THROUGH: J. Robert Tomerlin, Ph.D
Acting DRES Program Man
HED/SACB (H7509C)

Action Requested

Prov1de a dletary exposure analysis from publlshed tolerances,
pending tolerances on lettuce and fennel and the proposed
tolerance on strawberries.

Discussion

1. Toxicology Endpoint: The routine chronic DRES analysis used a

reference dose (ADI) of 0.04 mg/kg body weight/day, based upon a

NOEL of 4.2 mg/kg body weight/day and an uncertainty factor of 100

from a 1 year dog feeding study. This value has been approved by
 HED (12/19/86) and Agency {7/15/87) reference dose commlttees

2. Residue Information: Food uses included in this analysis were
published tolerances from 40 CFR 180.399, food additive tolerances
from 40 CFR 185.3750, pending use on celery and fennel, and the
proposed (15ppm) tolerance on strawberries (M.J. Nelson memo,
5/15/87). :

Economic Analysis Branch provided percent crop treated data
(J. Ferrante to M. Fiol Memo, 3/15/89) for 6 of the 38 analyzed
crops, namely grapes, peaches, plums, apricots, lettuce, and
carrots. Values used in this analysis were the upper bound of each
usage estimate. One hundred percent Iprodione treatment had to be
assumed for the remaining 32 crops, for which usage estimates were
unavailable.
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Iprodione Dietary Exposure Analysis, page 2

Anticipated residue (AR) data derived from field studies were
available for 8 crops: grapes, apricots, cherries, nectarines,
peaches, plums, milk, and strawberries (J. Smith memo 5/24/89).

The anticipated re51due value for the milk group was extrapolated
from possible cattle feed diets, excluding the recently published
rice tolerances. The anticipated residue values for grapes were
adjusted to a much lower value using data from commercial plot
sampling. A summary of the residue information used in the
analysis is attached as Table 1.

3. Exposure Analysis: The DRES chronic exposure analysis uses
tolerance level residues and 100 per cent crop treated to. estimate
the Theoretical Maximum Residue Contribution (TMRC) for the overall
U.S. population and 22 population subgroups. The TMRC for the

" overall U.S. population including published, pending, and new
tolerances is 0.048778 mg/kg body weight/day, which represents 122%
of the ADI. The most highly exposed DRES population group, non-
nursing infants, has a TMRC of 0.145216 mg/kg body weight/day,
which represents 363% of the ADI. A TMRC summary for all 23 DRES
population groups is attached as Table 2.

The AR and percent crop data described above weré‘used to

" calculate the Anticipated Residue Contribution (ARC). Estimated

exposures following this adjustment were much less than the TMRC.
For example,» the exposure estimate for children aged 1-6 dropped
from 283% of the ADI to 71% of the ADI. The ARC information for
the overall U.S. population and the two most highly exposed sub-
groups is shown in the following table. :

Anticipated Residue Summary

Residue Source Overall U.S. Nén—nursing children
Population - Infants 1-6 yr
Published 0.012622% 0.043413 0.025856
31.6° 108.5 64.6
Pending . 0.001530 0.000586 0.001998
(PP#7F3554) 3.8 1.5 4.9
New 0.000382 ~0.000300 0.000656
(PP#7F3510) 1.0 0.8 1.6
Total 0.014533 0.044299 0.028510
36.3 110.7 71.3

a Exposure in mg/kg body weight/day
b Exposure expressed in percent of the ADI
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Dietary Risk Assessment .

The AR for the proposed use of Iprodione on strawberries
contributes 1% of the ADI to the overall U.S. population, 0.8% of
the ADI to the non-nursing infant sub-group, and 1.6% of the ADI to
the children 1-6yr sub-group. , ’

The infant population group would be of most concern
considering the ARC of published and pending tolerances is 110% of
the ADI. An examination of exposure contribution by crop commodity
for non-nursing infants shows milk and eggs (35% of the ADI), rice
(33%),.and stone fruits (18%) being the major contributors. Two of
the three groups, milk-eggs, and stone fruits were adjusted for
anticipated residue and percent crop treated. No usage data was
available for the rice group.

“This analysis, using available data, shows non-nursing infants.
exceeding the ADI by 11%.. This fact is mitigated by the
presumption that chronic toxic effects are expressed following a
lifetime of exposure. Therefore, it does not appear that the ' ‘
current and proposed use of Iprodione poses an unreasonable health
hazard. ~However, Iprodione is a "List B" reregistration chemical,
and HED recommends that anticipated residue data for milk, eggs, ‘
rice, and stone fruits be provided as part of the reregistration
process. 2 / ‘

Attachnments

cc: DRES, DEB (Loranger), Caswell #470A, TOX (Van Gemert), J.
Ellenberger (H7508C)
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